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- compliance made easy -
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REGULATED INDUSTRIES

50'000 MEDTECH CO-s
00% SMEs
$60bn spent on Compliance a year
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REGULATIONS & AGILE

REGULATORY COMPLIANCE SOFTWARE TRENDS

* FDA 21 CFR Part 820
* Medical Device Regulations
* |1SO 13485

* Increasing amount of software
in medical devices

* Increasingly open enterprise

+ 150 14971 . vo
e |[EC 62304 software platrorms
SOFTCOMPLY TOOLS
@3 compLex HELP AUTOMATE .
2T 1| MORE sOFTWARE

COMPLIANCE

@ TIME-CONSUMING

B
M OPEN PLATFORMS

(&) EXPENSIVE
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AIM: CUTTING REGULATORY COSTS 10X

OUR MAIN CONSIDERATION:

* Building regulatory compliance into
INTEGRATION software development lifecycle
* Integrated to Atlassian tools Jira

€ COST and Confluence
Ci .

Low entry price for SMEs

* Cutting regulatory cost 10x
TIME
@ * Faster time to market

@ SoftComply A ATLASSIAN

SoftComply info@softcomply.com
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AUTOMATING COMPLIANCE

DOCUMENT MANAGEMENT APPS

law;

Document
Manager

\ 4

Validation

\ 4

Validation

(@)

Static
Snapshots

DOCUMENT MANAGEMENT APP

WITH COMPLIANT WORKFLOWS & E-

SIGNATURES

AUTOMATED VALIDATION APP FOR
CONFLUENCE CLOUD

AUTOMATED VALIDATION APP FOR
THE RISK MANAGER PLUS

FREEZING THE DYNAMIC CONTENT

ON CONFLUENCE PAGES

@O

Information Security

Risk Manager

@D

Risk Manager
PLUS

@O

Risk Manager
for Confluence

@

Risk
Manager

RISK MANAGEMENT APPS

THE INFORMATION SECURITY RISK
MANAGEMENT APP FOR ISO/IEC
27001 COMPLIANCE

THE MOST ADVANCED RISK
MANAGEMENT APP ON JIRA
CLOUD

RISK REPORTING ON
CONFLUENCE CLOUD FOR OUR
RISK APPS on JIRA

THE RISK MANAGEMENT APP FOR
SIMPLE PROJECT RISKS



OVER 1000 CLIENTS

ThermoFisher
SCIENTIFIC

AIRBUS
z, ™ Dentsply
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COMPLIANCE MADE EASY

Automating Regulatory Compliance on Atlassian Jira & Confluence

© Jira ﬂ' Confluence
@D

Risk Manager
PLUS

lay,

Document
Manager

\ 4

Validation

@ Automated Integrity Checks The Document Management
Risk Manager of your Confluence Cloud solution on Confluence Cloud

for Confluence

The Most Powerful Risk
Management Solution

Report Risks

@ in CngI;ILence

Information Security

Risk Manager

@)

Static

Snapshots il

I;I'rsek?\;I\Iaynlanfg:nn;anttiosr:)ﬁﬁ;unriftgr Freeze the Dynamic Content Compliant medical device
g \ on Confluence Pages Quality System Documentatiy

ISO 27001 compliance
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SOFTCOMPLY DOCUMENT MANAGER

Home Recent

Teams Apps Templates Invite people Q Search

SoftComply Document Manager (Development)

(@) Sofecomely
‘ Home

Qms

CAPA

CR

Complaints

NC

08 Dashboard B Containers

Home dashboard

My Containers

Name
MyContainer
Test Release Template

Test Template release

O Folders [E Manage v

Type Workflow step Status
General Draft
General Released

General Released

Review and approve  AcTive

This workflow is used to review and approve documents

Created on:
2023-06-06 11:21:00

* In Approval °

¢ In Review ¢

88 Dashboard K4 Containers O Folders

[E Manage v

Container Templates
Fields

Workflows

Compliant Document Management Solution on Confluence Cloud

SoftComply

info@softcomply.com
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SOFTCOMPLY INFORMATION SECURITY MANAGER

¢ Jira Your work Projects Filters Dashboards Teams

ISO/IEC 27001 Asset-Based Risk Management for Project Information Security Risk Project

Quick filters: ~ Only My Issues  Recently Updated

InfoSec Risks ISMS Risks

Risk/Threat
Progress

Assets from Assets Register Risk ID

ASST-1  Databases Information

ISRISK-2

ASST-2  Computers Hardware

ISRISK-3

Developer
IDE Software
Licenses

ISRISK-4

[ Hioh I Low ) ASST-3  Brand  Organization

ISRISK-5

Assets

Apps

Risk/Threat

Unauthorised Access

Unauthorised Physical Access

Development management

Not trademarked product

+ Jira

Your work Projects Filters Dashboards

ISO/IEC 27001 Checklist

Filter Clauses Q

50.00%

Initial Thre
Conseque

Cause of Threat |
Vulnerability
Password
management lacking

Facilities
management lacking

25.00%
Necessary licenses

missing

Progress

ISOJIEC 27001 Requirement

Clause 4: Context of the organization
The organisation shall determine the context, the scope
and the needs of the interested parties relevant to the
information security management system.

Clause 5: Leadership, InfoSec Policy and Roles &
Responsibilities

Organisation’s top management shall demonstrate
commitment to the information security management
system; they shall establish an information security
policy and they shall ensure that responsibilities and

Teams

Assets  Apps

Type of Evidence

Requirement Description

List all the internal and external issues that are relevant and affect organization's
Information Security Management System [4.1].

List all the relevant parties and their Information Security requirements [4.2].

Define the scope of the Information Security Management System [4.3]:

« does it apply to the entire organization?
« which internal processes are related to the ISMS?

« which external processes are addressed in the ISMS?

Information Security Management System continuous improvement processes
established [4.4] e.g. yearly management reviews etc.

Is your leadership committed to establishing and continuously improving the Information
Security Management System?

« necessary support and resources are provided to implement and maintain the
Information Security Management System?

security

Q Search

Completed

Stolen product name

authorities for infosec roles are assigned and
T

3 - Possible Integrity

Create an Informatian Security Policy document that descrihas the
Management - y
54 4 - Major

responsibilities 1- Rare

Requirement &
BACKLOG

The only

loud supporting compliance with ISO/IEC 27001

SoftComply

Source

Link Web page

URL*
https://example.com
Link text

Add a description...
Cancel m
Link Confluence page

Search page(s)

Cancel [EGE]

Link Confluence page

Search page(s)

Cancel [EGL]

Information Security Risk Management Solution on Jira

info@softcomply.com
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SOFTCOMPLY RISK MANAGER PLUS

Risk Management for Project Product Risks + AcdRisk () Fxport 10 Fxcel

EXIBTING DETECTION
DESIGN CONTROL

occuRRENGE
sevemTy
DETRCTARILITY

COMPONENT  COMPONENT FUNCTION DESCRIPTION

© Jira Software o - - - v R ager Flus © | Creete

@9 Risk Matrix ® ExporttoWord () Export to PNG
A~
@ INITIAL 1 Negligiole 2 Minor a Critical = Cstastrophic

& Freguent

D

a Probable

)

Oceasions

__"’

© Jira Softwe ! asoes v Boseds v Create

Q FMEA Scale & Export 1o Word & Export 1o PNG
Ae
RESIDUAL 2] Occurrence  Severity Detectability
= Value Title Description
g @ 1 Frequent Occurring ofter or repeatedly

a B 2 Prodavke Reasonadly likely to cecur

Iregular occurrence, infrequent

Not likely to occur

Unlikely 16 ever occur

» + Rarge Leved Coloe Initisd risk count Residual risk court

@
n
5
ol
]
°

-
&
>
°
"

—

The Most Advanced Risk Management Solution on Jira Cloud

SoftComply

Risk Management Method

for any

info@softcomply.com
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SOFTCOMPLY RISK MANAGER

Y"RA Dashboards *  Projects *  Issues ~  Boards ~  Risk Manager * Create

6«' Risk Management for Project My Product Risks

= ¥IRA Dusttoacs ©  Proecs ©  wewes - Bowds ©  Msk Meseger -

Risk Matrix My Preduct Risks
y

11 INITUAL Juli £
. & 2
k do AZARDO g g MITGAT
- 1= AZARD ATH ARM AUSE x E RIS ACTION WTIGATION LiNCS VERFICATION
& E T T = T T = = = =
_—
bl M Cras Infact Blood nat Dasi (v ] Dasign drvice for dearadty { V&
E Clearex dervion fi port, H
{ pat adequately chsanabl
off th
o~ K
{93
® EBuologkal ( Infect Denvios not asign o L]
RESOUAL
] APR-1 Shamp Round
t 1 edges shamp
througy odges
b -
— barnier
® MPR1 Cross Infecton Sharp 3 2 Round any £ 5595 Roung sy sharp adge | DONE Ref. V&V
Biclogical Infaction of edges ot shamp adge report, last
usar thraugh #121
slorile
barriar

Fully customizable Product Risk Management Solution on Jira (Cloud
& Server/DC) for software system safety or security risk management
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SOFTCOMPLY RISK REPORTING

#: X Confluence Home Recent Spaces Teams Apps Templates m R'Sk Hlstory for RISKX-2 ’ RISKX-4
Initial Risk Matrix of PMORISKS
High
IMPACT ~»
1 Very Low 2 Low 3 Medium 4 High 5 Very High

5 Very High e Escalate Escalate 0
PMORISKS-7 PMORISKS-8 PMORISKS-3 PMORISKS-2
PMORISKS-4

Risk Levels

Ny PMORISKS-5
>_ PMORISKS-1
- Nov 20, 2022 Dec 4, 2022 Dec 18, 2022
;1 4 High ~ Accep Escalate 0 Escalate 0 s
o PMORISKS-9 PMORISKS-10 PMORISKS-6 ’ )
< PMORISKS-14
8 Risk Manager Table for PMORISKS
g 3 Medium
cmm
2Low @ Marionlep., e simem S
1 Very Low
: @D L S cescipton  (BAONOS
- ° eam @ s

The Risk Reporting extension on Confluence Cloud for
SoftComply Risk Manager & Risk Manager Plus

SoftComply info@softcomply.com
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SoftComply

VALIDATION FOR CONFLUENCE

Run Tests Manually ? Execute Tests

Status and Details of your Validation Tests Validation App page

Enable automatic test execution:  ?

& Confluence

Select a weekday: Monday

I Monday
Tuesday
Wednesday
Thursday
Friday
Saturday

Sunday

Home Recent Spaces People Apps Templates

Validation report Tue Jan 10 13:18:46 UTC 2023

Yesterday at 1:26 pm + 56 minread - & 1 person viewed - Add Workflow - :@: Unlocked « £ Version Notes

¢ Validation Report
 Validation Results

TC-CON-001 Log into user administration with user1 and make sure all necessary first time dialogs are dismissed @
TC-CON-002 Log in with user1 and make sure all necessary first time dialogs are dismissed °
TC-CON-003 Make sure user2 cannot access site @

TC-CON-004 User2 should not be able to access site @

TC-CON-005 Grant confluence access to user2 @

TC-CON-006 Log in with user2 and make sure all necessary first time dialogs are dismissed @
TC-CON-007 Verify space does not exist @

TC-CON-008 User with configured credentials can access Confluence °

TC-CON-009 Import space from zip file @

TC-CON-010 Create new space for validation @

TC-CON-011 Create a page with multiple edits and restore its previous state o

TC-CON-012 Create page with restricted access @

-CON-0

Run Regular Integrity Checks of your Confluence Cloud
instance with the SoftComply Validation app for Confluence

info@softcomply.com
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VALIDATION FOR RISK MANAGER PLUS

Run Tests Manually ?

Status and Details of your Validation Tests

Enable automatic test execution:

Select a weekday:

?

Validation report Wed Aug 30 08:37:42 UTC 2023

Execute Tests @ Owned by SoftComply +++

Yesterday at 12:19 pm « 9 minread - ¥ 1 person viewed

Validation App page « Validation Report
= Tests summary

o Validation Results

Monday

Monday
Tuesday
Wednesday
Thursday
Friday
Saturday

Sunday

TC-RMP-002 - Check if admin can see Risk Model o

TC-RMP-003 - Check if admin can see Risk Table °

TC-RMP-004 - Check if standard user has access to Risk Manager Plus °

TC-RMP-005 - Check if standard user has access to Risk Manager Plus from project e

TC-RMP-006 - Check creation of the RPN by admin 0

TC-RMP-007 - Check creation of the RPN with editing Risk Iteration e

TC-RMP-008 - Check creation of the RPN with adding Risk Iteration o

TC-RMP-009 - Check creation of the RPN with deleting Risk Iteration °

TC-RMP-010 - Check creation of the RPN with adding new Characteristic o

TC-RMP-011 - Check creation of the RPN with adding new level to the existing Characteristic o

TC-RMP-012 - Check creation of the RPN with editing level of the existing Characteristic Q

TC-RMP-013 - Create RPN Risk model and remove one of the levels 0

TC-RMP-014 - Create RPN and change values of risk level on the step 'Define Risk Classes/Levels e

TC-RMP-015 - Create RPN and delete risk level on the step 'Define Risk Classes/Levels Q

TC-RMP-016 - Check creation of the 2 dimensional matrix based risk model by admin o

TC-RMP-017 - Creation of 3 dimensional matrix based risk model by admin e

TC-RMP-018 - Check linking of Risk Model with 2 dim to the project from the Risk Management Plus Global page °
TC-RMP-019 - Check linking of Risk Model with 3 dim to the project from the Risk Management Plus Global page o
TC-RMP-020 - Check linking of Risk Model with 2 dim to the project from the project page °

TC-RMP-021 - Check linking of Risk Model with 3 dim to the project from the project page o

Run Regular Integrity Checks of your Risk Manager Plus on
your Jira Cloud instance

SoftComply

info@softcomply.com
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Create

space

Blank space
Start with 8 tlank space

Documentation space
Creata and manage technical documaentation for

your products

QMS Example Space
Create an example space to see how a real
QOMS might look like

Team space

Collaborate and share resources with your feam

X Confluence Spaces +

Personal space
Keep your notes, 188k sts and other content

organised

Knowledge base
Capture and share bast practicss and solulons

1o common problems

QMS Space
Create a space for QMS information: SOPs,
Manuals, Project Templates, etc.

People

aQMS

SOFTCOMPLY eQMS

Create o+

Pages o

My

@

eQMS Space Home Page

d Uy admin loss Tan a minete 390

() Welcome to your new QMS space!

© Walct

a
)

QMS space contains all you need to generate documentation for your medical device cerifications. This is your home page. Right now it

contains templates and process descriptions that are usually needed for medical devicas,

Complete these tasks to get started

Contact a notified body for registration and certfication, and for general guidance (EU)

Consult the FDA wabsita for registration (USA)
Customize the Company Logo
Discuss and agree the Company Quality Policy

Rewview the Quality Manuadl, in particular the Scope section, and fil in the required sections
Fill in the SOPs in the required seclions according 1o the Company’s busingss model
Creale additional spaces for guality records and other material

Fill in the revision history of each document

Releasge all documents using either handwrittan signatures or a compliant electronic signature system
Complete training on the QMS for all employees involved

Full medical device Quality System on Confluence with embedded
Instructions and guidance to customization, fully compliant with EU
and US regulations

SoftComply

info@softcomply.com



mailto:info@softcomply.com

SOFTCOMPLY STATIC SNAPSHOTS

Page version updates

Latest dynamic content Latest dynamic content What user sees

How content changes

Jiraissue Included
updates excerpt changes

What user

Previous dynamic content Latest dynamic content
wants to see

Take a snapshot
to freeze content

The SoftComply Static Snapshots to Freeze the Dynamic Content
on Confluence Pages

SoftComply info@softcomply.com
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SoftComply

CHANGE HISTORY

Add Version Notes

Version Note for Version 3 in SeftComply Change History Tabie *

None

Add or edit a v

Version Effective Date Approvals Version Notes

- Publisher - Approval, Action: epprove (Tue,
17 May 2022 08:20:38 GMT) e
Tue, 17 May 2022 08:29: MT Initial Rel
. oy o s - Matteo Gubellini - Approval; Action: approve O

(Tue, 17 May 2022 08:17:17 GMT)

= Publisher - Approval; Action: spprove (Tue,

17 May 2022 08:34:52 GMT) Section 3.1 updated to reflect the latest FDA
= Matteo Gubellini - Approval; Action: approve  guidance on software development.

(Tue, 17 May 2022 08:32:52 GMT)

3 (Draft) None

Tue, 17 May 2022 08:37:05 GMT

Add Approval History to your Confluence Page with
the SoftComply Change History app

info@softcomply.com
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HOW TO REACH US

& www.softcomply.com

& info@softcomply.com

YW @SoftComply

SOftCO m p'l g et IN /company/softcomply/

€3 facebook.com/softcomply

@ SoftComply channel

SoftComply info@softcomply.com
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